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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and \n\\\ expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent iem adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on 06 August 2007 . 
2a)KI This action is FINAL, 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) S Claim(s) 1-56 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) KI Claim(s) 1:56 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n. Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C, § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

C/ai'm Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1 - 9, 11, 18 - 29, 35 - 35 and 38 - 56 are rejected under 
35 U.S.C. 102(e) as being anticipated by Berke (US 6,336,917). 

With respect to claim 1, Berke discloses a device for the delivery of a substance 
to the eye comprising: a housing for holding the substance; at least one outlet port 
through which the substance is delivered from the device to the eye; and a non- 
aerosol, non-electric delivery mechanism, whereby the substance is delivered to the 
eye in the form of a spray or mist as set forth in col. 6, lines 34 - 45 and in figure 4. 

Regarding claim 2, Berke discloses a device for the delivery of an artificial tears 
or demulcent composition to the eye comprising: a housing for holding the substance; 
at least one outlet port through which the substance is delivered from the device to 
the eye; and a non-aerosol, non-electric delivery mechanism, whereby the substance 
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is delivered to the eye in tlie form of a spray or mist as set fortli in the abstract, in col. 
6, lines 34 - 45 and in figure 4. 

With reference to claim 3, Berke discloses a device wherein the force of the 
spray or mist is sufficient to deliver the spray or mist to the eye without the aid of 
gravity as set forth in col. 6, lines 38 - 45. The examiner contends that the force is 
directly related to the amount of pressure applied and may be sufficient to deliver to 
deliver the spray or mist without the aid of gravity. 

With respect to claim 4, Berke discloses a device wherein the spray is delivered 
to the eye in a substantially horizontal direction as set forth in figure 4. 

As to claim 5, Berke discloses a device wherein the housing is hollow and the 
substance is contained within the hollow of the housing as set forth in figure 4. 

As to claim 6, Berke discloses a device wherein the device further comprises a 
tubular member extending inside the hollow of the housing, thereby providing fluid 
communication between the outlet port and the substance within the housing as set 
forth in figure 4. 

Regarding claim 7, Berke discloses a device wherein the housing contains a 
reservoir that holds the substance as set forth In figure 4. 

As to claim 8, Berke discloses a device wherein the housing is fabricated of a 
rigid material to prevent collapse of the housing during use as set forth in col. 5, lines 
44- 46. 
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Regarding claim 9, Berl<e discloses a device wherein the housing is hollow and 
walls forming the housing have a thickness sufficient to prevent collapse of the 
housing during use as set forth In figure 4. 

With reference to claim 11, Berke discloses a device wherein the housing is 
cylindrical in shape as set forth In figure 4.. 

As to claim 18, Burke discloses a device further comprising an actuation 
mechanism in connection with the delivery mechanism wherein manipulation of the 
actuation mechanism delivers the substance to the eye as set forth In col. 6, 
lines 38 - 40. 

Regarding claims 19 and 20, Burke discloses a device wherein the actuation 
mechanism Is movable with respect to the housing in order to deliver the substance to 
the eye as set forth in col. 6, lines 38 - 40. The examiner contends that the manner 
by which the actuation mechanism is moved is considered a product-by-process 
limitation that does not patentably distinguish the claimed Invention from the prior art. 

As to claim 21, Burke discloses a device wherein the actuation mechanism 
includes a spray nozzle (62) as set forth In col. 6, lines 38 - 40. 

With reference to claims 22 - 23, see the rejection of claims 19 - 21. 

Regarding claims 24 - 27, see col. 6, lines 38 - 45. 

As to claims 28 - 29 and 32, the examiner contends that Berke discloses the 
invention as claimed. 
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A recitation of the intended use of the claimed invention must result in a structural 
difference between the claimed Invention and the prior art In order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it meets the claim. The invention of Burke is fully 
capable of performing the recited function. 

With reference to claim 33, Burke discloses a device further comprising an 
extension (32) substantially or completely surrounding the outlet port and extending In 
the direction that the spray or mist is delivered wherein the extension assists In 
directing the substance to the eye and assists in preventing the substance from being 
delivered to areas outside of the eye as set forth in figure 4. 

As to claim 34, see the rejection of claim 3. 

As to claim 35, see the rejection of claim 2. 

As to claim 38, see the rejection of claim 4. 

With reference to claims 39 - 41, see the rejection of claims 19 - 20. 

As to claim 42, see col. 6, lines 38 - 40 

With reference to claim 43, see the rejection of claim 27. 

With reference to claims 44 - 47, see the rejection of claims 28 - 29 and 32. 

As to claim 48, see col. 6, lines 33 - 45. 

Regarding claims 49 - 50, see the rejection of claims 1 and 2. 

As to claims 51 and 52, the examiner contends that any device may be 
considered reusable and/or disposable. 
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With reference to claims 53 and 55 - 56 , see col. 6, lines 13 - 15. 
As to claim 54, the examiner contends that Berke is fully capable of performing 
the recited function. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 10, 12 - 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Berke (US 6,336,91 7). 

The difference between Burke and claim 10 is the provision that the housing is 
fabricated of a translucent material. 

It would have been obvious to one of ordinary skill in the art to fabricate the 
housing out a translucent material since It Is well known In the art to provide 
medications dispensers in translucent packaging in order to monitor the amount of 
product used. 

The difference between Burke and claims 12 - 17 is the provision that the 
housing has specific dimensions. 

It would have been obvious to one of ordinary skill in the art to modify the 
dimensions of Burke to determine the most effective product since it has been held 
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that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum value involves only a level of ordinary skill In the art. 

Response to Arguments 
Applicant's arguments filed August 6, 2007 have been fully considered but they 
are not persuasive. 

The applicant's arguments are not considered persuasive because the applicant 
has not provided any support from the reference itself to support the arguments 
presented. The applicant argues that Berke is a conventional metered dose dispenser. 
This is not necessarily the case. There is no teaching and/or disclosure by the 
reference that aerosol is used to disperse the medication. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., a method where the device is held a distance away from the eye without 
contacting the eye) are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly. THIS ACTION IS MADE FINAL. 
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See MPEP § 706.07(a). Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory pieriod will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michele Kidwell whose telephone number is 
571-272-4935. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zaiukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Michele Kidwell 
Primary Examiner 
Art Unit 3761 



